'NATURASOL'

La naturaleza nos respalda

Date: September 24, 2004 Bogota D.C., Colombia

Att: Victoria Lotwek

Office of Nutritional Products, Labeling, and Dietary Supplements (HFS-820)
Center for Food Safety and Applied Nutritional

Food and Drug Administration

5100 Paint Branch Parkway

College Park, MD, 20740-3835

Subject: Missing copies — text translations
Dear Ms. Lotwek:

Here are 3 copies of the translation of the texts in spanish for both plants: Anamu and Vira vira. Once
more thank you for your patience and help. If you need to contact us, please feel free to call me (571)

23205 05.
KindeSt regardS, K\ T L i |

( 2/ Vo T 2004
TOMAS UB I ‘

Exterior Commerce Department

Carrera 13 No. 46-56
PB.X.2450390-232 0505-3401223
www.naturasol.net ¢ Bogota Colombia
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(TRANSLATION)
PROCEDURE TIME SIGNATURE AND DATE
Start Finish Effectuates Verifics

11. Transfer powder in plastic containers
with a properly sealed plastic bag.

12. Press tablets in 16 station
Manesty machine with proper

care und proceed to:

Weight and consistency control
(register in PD.FR.72 format)
Diameter, height, and disintegration
control (register in CC.FR.1 format)

13. Solicit conditioning order (PD.FR.65)

14. Transfer o solids bottling arca

(tablets) in white PVC bottle Ref. 150 tablet
and control the number of tablets on the '
counting scale by weight. Place push down cap
on each bottle.

15. Transfer to labeling area in plastic containers.

16. Verify the labels:
Code Lot #

Exp. Date

Label color

Print quality

17. Proceed (o label each bottle and place
heat shrink tubing.

18. Seal using heat shrinking pistol,
avoiding excess heat.

19. Plastic wrap in groups of 6 and placc
plastic containers. (register CC.FR.2)

20. Deliver to finished product warchousc.
Performance:

Expected bottles

Obtained bottlcs

Performance %

Elaborated:; Supervised: Approved;

Operator: P.L. T.C.
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10. mezelnr cl polvo anlerior con ¢l Estzargto
Magnesio on la mezeladora por un licrapo de 15
Pmin,

solicitar controd del procoess v grinbace . ogting
Otor '
Culor

/\Ddal 26 .~
" macdad

11. Trasladar ei polvo en recipicntes plasticos
que  conlenan  bolsa nldstica vy comrda
Sobwdamente,

il lebleteur en maquing AManesty de 06
aataciones  won el debido audado y proceder a

1N Riolad
[RERE IS I

fonuol de pﬁso y dur(,zu y Regisirar en formalo
PDFRTA.

L(\n(ml de Dlametro, Alturd Y desintegracion y
soncionarlo on ¢l CCFRL

{3, Trastadar al drea de epvasado de solidos;
proceder o envasar { talintas) on frasco
PVE Dapco Rof pastillnre x 550y coatolar el
numeio de (nDlotas onda balairz coniadora pol

11000, Calecar tapa push dowr a caria fiasco,

,

4 Solicitar orden  de  acondicicnaniento

it al area Jo eliquaindy en Gonealas

pistines. . -

i3, arilican of contenido de s Cueelas,

Coduicacion Lota:

frecha vencimiente___ .

Colar Ehquetar _ -
Calidad impresion: _

17. Proceder a ethuclar cada frasco y colocar

el plastico para lermoencoger.

18 Sellar haclendo usg de la pistola de
rmocncogide, ewilando que el exceso de calo

Id.me ol pldstico  tenmoencogitde.  Registar

1
{

!
|

l

f

ax oy ey

tCC.FR.2

19 Teimoenecoger en grupos de seis frascas y
colocar ¢n cajas plasticas.

20, Entregar a la bodega de produrio terminado.
rendimicnio:

IFrazco esperados:
.‘«m £os Obtenidos:
._:\_on._"f!pl_ng

I ichoro: . ] REVISO

L Operanoc AN
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Operator:

CONTINUE FROM PREVIOUS PAGE

PL.

av2

T.C.
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. Appearance

Humidity %

(TRANSLATION)

PROCEDURE TIME
Start Finish

11. Transfer powder in plastic containers
with a properly sealed plastic bag.

12. Press tablets in 16 station
Manesty machine with proper

care and proceed 1o:

Weight and consistency control
(rcgister in PD.FR.72 format)
Diamcter, height, and disintegration
control (register in CC.FR.1 format)

13. Solicit conditioning order (PD.FR.65)

14. Transfer to solids bottling area

( tablets) in white PVC bottle Ref. 150 tablet
and control the number of tablets on the
counting scale by weight. Place push down cap
on cach bottle.

15. Transfer to labeling area in plastic containers.

16. Verify Lhe labels;
Code Lot #
Exp. Date |
Label color

Print quality

17. Proceed to label each bottle and piace
heat shrink tubing.

18. Scal using heat shrinking pistol,
avoiding excess heat.

19. Plastic wrap in groups of 6 and place
plastic containers. (register CC.FR.2)

20. Deliver to finished product warchouse.
Perfornmnance:

Expected bottles

Obtaincd bottlcs

Performance %

Elaborated: Supervised:

Operator; PL.

1891

SIGNATURE AND DATE
Effectuates Verifies
Approved:

T.C.
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(TRANSLATION)
S.0.P. VIRA VIRA TAB LOT. #
Code: Date: Quantity:
MANUFACTURING PROCEDURE
PROCEDURE TIME SIGNATURE AND DATE

Start Finish Effectuates Verifies

1. Manufacturing equipment, must be
in good state:

Scale

Ribbon Mixer

Gram scale

Manesty tablet press

Gluer

Heat shrink tubing gun

Plastic wrap sealer

2. Read procedurc carcfully taking into
account complete unifonin must be worn and
industrial security implements must be used.

3. Verify oorrect idcntification and quantity
of the following materials.

Starch
Vira vira
Arabic gum
Magnesium stereate

4. Verify cleanliness of equipment.
5. Solicit inspection from quality control.

6. Agglutinate, dissolving the excipients

in the following manner: dry mix the gum and

starch, and dissolvc in () L of cold water. Previously,
{ )L of water have been heated, which

is added to the previous mix.

7. Place the vira vira powder int the mixer,
add agglutinant in point 6 and mix for 30 min.
8. Granulatc through netting No. 20.

9. Move to drying area and introduce for 8 hours,
at 40° C. After the time has passed let cool.

10. Mix the previous powder with nagnesium stereate
in the mixer for 15 min. Solicit process and approval
control according lo:

Smell

Color

Appearance

Humidity %
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"\ . Instituto Nacional de Vigilancia de Medicamentos y Alimentos — INVIMA
V. . Ministerio de la Proteccién Social
K & _:_w Republica de Colombia
Ubertod y Orden No. 0251-04 [FECHA DE EXPEDICION : 22 DE JUNIO DE 2004
FECHA ULTIMA VISITA: 04 DE MAYO DE 2004
RADICACION No. : 2004016862 FECHA : 30/03/2004

CERTIFICADO DE CAPACIDAD DE PRODUCCION

1. ESTABLECIMIENTO FARMACEUTICO DE PREPARACIONES FARMACEUTICAS CON BASE EN
RECURSOS NATURALES

NOMBRE " LABORATORIOS DE PRODUCTOS NATURASOL MORENO GARCIA ROJAS E HIJOS & CIAS ENC.S.
piReccion : Carrera 13 No. 46-56
TELEFONO : 2320505 Fax . 2450390

2. PROPIETARIO

NOMBRE . LABORATORIOS DE PRODUCTOS NATURASOL MORENO GARCIA ROJAS E HIJOS & ClA S.ENC.S,
pireccion  : Carrera 13 No. 46-56
TELEFONO : 2320506 Fax : 2450390

DEPARTAMENTO . CUNDINAMARCA ciubap: BOGOTA, D.C pals - COLOMBIA
IDENTIFICACION : NIT. 800.066 578-0  MATRICULA No. ; 00372573

3. REPRESENTANTE LEGAL

RAZON SOCIAL YO APELLIDOS : MARGARITA GARCIA ROJAS LUNA
oiReccioN  : Carrera 13 No. 46-56

TELEFONO  : : 2320505 FAX © 2450390

DEPARTAMENTO : CUNDINAMARCA ciupap: BOGOTA, D.C. pais : COLOMBIA

4. DIRECTOR TECNICO

NOMBRE Y APELLIDOS : ANA MARIA VILLADIEGO POLO

REGISTRO PROFESIONAL : 03008210203011068 EXPEDIDO POR. COLEGIO NACIONAL DE QUIMICOS
FARMACEUTICOS DE COLOMBIA g

5. CERTIFICACION

CERTIFICO QUE EL ESTABLECIMIENTO EN MENCION S| CUMPLE CON LAS CONDICIONES
HIGIENICO TECNICO LOCATIVAS Y DE CONTROL DE CALIDAD, DE AGUERDO CON LA
LEGISLACION VIGENTE, PARA LAS SIGUIENTES AREAS

oG

Pag.1 de 2
Cairera 68D Nro 17-11/21 PBX 2948700
Pagina Web htip // www invima gov co Bogotad - Colombia A A. 20896
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(TRANSLATION)
National Institute of Vigilance of Medicine and Food - INVIMA
Department of Social Protection
Republic of Colombia

No. 0251-04 DATE OF EXPEDITION: 22 OF JUNE 2004
DATE OF LAST VISIT: 04 MAY 2004
RADICATION NO.: 2004016862 DATE: 30/03/2004

CERTIFICATE OF CAPACITY OF PRODUCTION

1. PHARAMCEUTICAL ESTABLISHMENT OF PHARAMCEUTICAL PREPARATIONS BASED
ON NATURAL RESOURCES
NAME: LABORATORIOS DE PRODUCTOS NATURASOL MORENO GARCIA ROJAS E HUOS & CIA S. EN C.8.

ADDRESS: Carrera 13 No. 46-56
TELEPHONE: 232 0505 FAX: 24503 09

2. PROPRIETOR
NAME; LABORATORIOS DE PRODUCTOS NATURASOL MORENO GARCIA ROJAS E HUOS & CIA S. ENC.S.
ADDRESS: Carrera 13 No. 46-56

TELEPHONE: 232 0505 FAX: 24503 09
DEPARTMENT: CUNDINAMARCA CITY: BOGOTAD.C. COUNTRY: COLOMBIA

IDENTIFICATION: NIT 800.066.578-0  REGISTRY No.: 00372573

3. LEGAL REPRESENTATIVE
SOCIAL REASON AND/OR LAST NAMES: MARGARITA GARCIA ROJAS LUNA

TELEPHONE: 232 0505 FAX: 24503 09
DEPARTMENT: CUNDINAMARCA CITY: BOGOTAD.C. COUNTRY: COLOMBIA

4. TECHNICAL DIRECTOR
NAMES AND LAST NAMES: ANA MARIA VILLADIEGO POLO
PROFESSIONAL REGISTRY: 03008210203011068 EXPEDITED BY: NATIONAL COLLEGE OF
PHARMACEUTICAL QUEMISTS OF COLOMBIA

S. CERTIFICATION
I CERTIFY THAT THE ESTABLISHMENT ABOVE MENTIONED DOES MEET WITH ALL THE
CONDITIONS OF TECHNICAL LOCATION AND HYGIENE AND QUALITY CONTROL, ACCORDING
TO CURRENT LEGISLATION, FOR THE FOLLOWING AREAS:

PAGE 1 OF 2
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% instituto Nacional de Vigilancia de Medicamentos y Alimentos — iNVIMA
~ - aorid - . Ministerio de ia Proteccion Social
&-{:‘ ‘ Republica de Colombia
bertad y Orden No. 0251-04 [ FECHA DE EXPEDICION : 22 DE JUNIO DE 2004
FECHA ULTIMA VISITA: 04 DE MAYO DE 2004
RADICACION No. : 200406862 FECHA . 30/03/2004
- AREAS FORMAS FARMACEUTICAS DE PREPARACIONES A

BASE DE RECURSOS NATURALES.

L PREPARACIONES FARMACEUTICAS CON
| BASE EN RECURSOS NATURALES

i- LIQUIDOS ;J‘A‘ﬁA’BEs Y GOTAS .

' |

e SEMISOLIDOS NO APLICA

|I. sOLIDOS TABLETAS , CAPSULAS Y POLVOS.
i

OBSERVACIONES

EL LABORATORIO ESTA SUJETO A INSPECCIONES Y REVISIONES PERIODICAS SOBRE
EL MANTENIMIENTO DE LAS CONDICIONES HIGIENICO TECNICO LOCATIVAS Y DE
CONTROL DE CALIDAD.

ESTE CERTIFICADO ES VALIDO SIEMPRE Y CUANDO SE MANTENGAN LAS
CONDICIONES SANITARIAS BAJO LAS CUALES FUE OTORGADO.

No. 251-04 FECHA DE EXPEDICION: 22 DE JUNIO DE 2004
FECHA ACTA DE VISITA: 04 DE MAYO DE 2004

ESTE DOCUMENTQ ES VALIDO POR UN ANQ A PARTIR DE LA FECHA DE EXPEDICION

TODOS LOS FOLIOS DE ESTE DOCUMENTO LLEVAN SELLO HOLOGRAFICO DEL INVIMA

DOCUMENTO VALIDO UNICAMENTE EN SU ORIGINAL

v

| - .
Ot <
JULIO bﬁiAR ALDANA BULA JAIME DE JESHS ESCOBAR OROZCO
DIRECTOR GENERAL SUBDIRECTOR DE MEDICAMENTOS

Y PRODUCTOS BIOLOGICOS

600-15. 7" % 600-02_ypus'
/

Pag. 2 de 2
Carrera 68D Nro. 17-11/21 PBX 2948700
Pagina Web htlp /f www invima gov co Bogotd - Colombia A A 20896
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(TRANSLATION)
National Institute of Vigilance of Medicine and Food - INVIMA
Department of Social Protection
Republic of Colombia

No. 0251-04 DATE OF EXPEDITION: 22 OF JUNE 2004
DATE OF LAST VISIT: 04 MAY 2004

RADICATION NO.: 2004016862 DATE: 30/03/2004
AREAS PHARAMACEUTICAL FORM OF PREPARATIONS
BASED ON NATURAL RESOURCES
PHARAMACEUTICAL PREPARATION
BASED ON NATURAL RESOURCES
* LIQUID SYRUPS AND DROPS
* SEMISOLIDS NOT APPLICABLE
« SOLIDS TABLETS, CAPSULES AND POWDERS

OBSERVATIQONS
THE LABORATORY IS SUBJECT TO PERIODICAL INSPECTIONS AND REVISIONS REGARDING

THE MAINTENANCE OF CONDITIONS OF TECHNICAL LOCATION AND HYGIENE AND QUALITY
CONTROL.

THIS CERTIFICATE IS VALID AS LONG AS THE CONDITIONS UNDER WHICH IT WAS
EXPEDITED ARE MET.

No. 0251-04 DATE OF EXPEDITION: 22 OF JUNE 2004
DATE OF LAST VISIT: 04 MAY 2004

THIS DOCUMENT IS VALID FOR ONE YEAR FROM THE DATE OF EXPEDITION
ALL OF THE PAGES IN THIS DOCUMENT CARRY A HOLOGRAPHIC INVIMA SYMBOL

DOCUMENT VALID ONLY IN ORIGINAL FORM

SIGNED SIGNED

BY JULIO CESAR ALDANA BULA BY JAIME DE JESUS ESCOBAR OROZCO

GENERAL DIRECTOR SUBDIRECTOR OF MEDICINE AND
BIOLOGICAL PRODUCTS

PAGE20F2
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Cerlificado COL021239

E) sistema de gestion de

LABORATORIOS DE PRODUCTOS
NATURASOL MORENO GARCIA
ROJAS EHIJOS & CIA. S.ENC.S.

Garrera 13 No, 4656
BOGQOTA D.C., COLOMBIA

ha sido evatusdo y cavificado en cuanto sl cumplimiento de los requisios de

1ISO 9001:2000

Para iss siguienies acividstes

FABRICACION Y COMERCIALIZACION DE PRODUCTOS CON BASE EN
RECURSOS NATURALES PARA USO TERAPEUTICO Y PROFILACTICO.

. -V - "
., SaNY 5 o
" Y % e W 47 P N VoA
. o Tt Tt EOURY o h oy T AN LY W gem o, LML,
3 R 2F R SR ISR - st D Wl o § ¥ s Y N, T ¥t A
S At I R e A I, hm 3 Ml et A

Este certificado es valido desde 03/U2/2004 hasta 02/02/2007 Q
Edicién 2. Certficado con SGS desde 030212004 Industria y Comerclo
L Inicialmente Certificado desde Mayo 24 de 2002 , SUPERINTENDENCIA
s Carrera 18 A No. 78-11 Piga 3 Bogola, D.C. - 4

L(57-1) 6069292 1(57-1) 6359252 www.uge.com - www.9g8.C0M.¢0

Page 1ol 1
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(TRANSLATION)
Certificate COL02/239

The management system of

LABORATORIOS DE PRODUCTOS
NATURASOL MORENO GARCIA
ROJAS E HIJOS & CIA. S. EN C.S.

Carrcra 13 No. 46-56
BOGOTA D.C., COLOMBIA

Has been evaluated and certified in terms of the fulfillment of the requisits of

ISO 9001:2000
For the following activitics:

FABRICATION AND COMERCIALIZATIOON OF PRODUCTS BASED ON NATURAL RESOURCES
FOR THERAPEUTIC AND PROFILACTIC USE.

This certificate is valid from 03/02/2004 until 02/02/2007
2™ edition certificate with SGS from 03/02/2004
Initiafly certified on may 24, 2002

P. 07
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Temperatura de 40°C. . .
Desputs de lmnstumdo esie tiempo  dejas
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Cadigoe Fecha: Cantidad a producir; :

La

COPIA
PROCEDIMIENTO DE MANUFACTURA %, CONTRULADA ¢

! : Aoc"P b"
r PROCEDIMIENTO HORA____ FRMAY FECHA_ V% Mgy ooVt 38
INICIA | TERMINA EFECTUA | VERIFICA | a
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1.Equipo de manufactura, debe estar en huen

gatade:

Dascuia

Mezclador Ribbon
Balanzp Grarnera
Tableteadora Manesly
Engo nadora

pistold de Termoencogible
Se: la(dora Tumoencaglble

2. Lé,a culdadosamcnto todo el pracedimicnta

feniendo en cuenta, utilizar el unllorme

completo e implementos de segquridad induslrial.
{ .

3. V_‘erificnr la correcta identificacién y cantidad
de las sigulentes raterias primas:

oA, Almidén —
q!'.- ks Vira Vira

Gorna Arabiga
Esté;arato

4, \VVerificar la limpieza de fos equipos
|

1
5. Solicitar la inspecclén a control de calidad.

8. Agluhnar disolviendo los excipienics de la
sigulente manera : mezclar en seco la gomay el
almiddn, y disalver en ( ) L de agua fria,
Previamente se han calentado ( )L de agua
ala cual se le adiciona la mezcla anterior.

7.Colocar dontra ‘del mezclador viea virn on
polvo, agregar el aglutinante del que habla ¢l
pur]lo 4] y mezclar durante 30 min.
8.Granular pasando el ploduclo por una malla , B
No 20. . o !

9'Trasladar a el 4rca de secado ¢ introducir en
bandejas por un tiempo de 8 horas , a una
Temparatura de 40°C.

Dospués de transcurrido  este tiempo  dejir




